REMARKS 

te outstanding Office Action exam un 10 6 Ci us 1 19 and 5?-?! we) 
withdrawn rom consideration ipp s f 1 ; t - -* \ 41, 43-48 and 

50-56, previously presented claim 42, and new claims 72-78, Claims 9, 23 and 49 have been 
« in i ul 1 ex idatx >u) fhe Kamio* ei m, 1 » m ipphe.mlN havi ended 
withdrawn dosage form claims 1-8, 10-22, 24-27. 3 ! and 34. 

Paragraph [0064] of the specification has been amended to correct: the units of 
measure for the referenced surface area to recite m2/g, rather than mg/g. It is submitted that 
one of skill in the art familiar with the referenced Brmumer-Bmmet-Teller method of 
measuring surface area would have understood the correct unit of measure to be m2/g. 

independent claim 40 has been amended to recite an oral dosage form, and the 
adsorbent has been defined as a water-insoluble, activated adsorbent which exhibits a surface 
area greater than 100 m2/g when measured by the Bmnauer-Bmmett-TeUer method 'using 
nitrogen as an adsorpflve material ("BET surface area'}. Support for these amendments may 
be found in original claim 49 and > i e Spec fie tioii 

disposed on at least a portion of the outer surface of the adverse agent adsorbed onto the 
adsorbent. Claim 43 was amended to correct spelling and to delete duplication of recited 
compounds. Claim 47 was amended to state that the selected opioid antagonist is a different 
compound from the selec ted opioid agonist. Claim 52 has teen amended to state that each 
listed adsorbent is in activated form. Where necessary, the claims were amended to 
consistently refer to an oral dosage form and to an. activated absorbent, 

New claims 72 a d 7 d >en< o > at 10, and recite > ! tee area is 

greater man 500 mJ/g and 1000 m2/g. re -pes livei) . Support ma.; be found in Pat 
[0064], New claims 74-76 are each dependent on claim 40. and recite thai the activated 
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adsorbent further exhibits an absorptive capacity as measured by adsofbance of methylene 
blue dye from aqueous solution of greater than 30 mg/g, 1 5 

espet ivel\ * lain? 77 lepends n claim 76 fates thai \ i adsorbent is 

activated charcoal and the adsorbanee of methylene blue d) e is m n to AA i M 

D3860-98. * , ictivafed adsorbers is an 

activated clay and the adsorbanee of methylene blue dye b measured according to ASTM 
C837-99. Support for claims 73-78 may be found in Paragraph [0070!. 
ClamtMecdons Under 35 VSXl. § 182(1?) 

The Examiner has rejected claims 40, 52 and 53 under 35 U.S.C. § 102(b) as having 
been anticipated by ITS. Patent No. 6,353,145 to Church, As amended, each pending claim 
recites an oral dosage form. Church discloses a charcoal poultice which b applied to a 
patient's skin. There is no disclosure of an oral dosage form in Church. For at least this 
reason. Church does not anticipate amended claims 40, 52 or 53, and withdrawal of the 
rejection is respectfully requested. 

The Examiner also rejected claims 40-51 and 54-56 under 35 U.S.C- §§ 102(a) and 
102(e) as having been anticipated by U.S. Patent Application Publication No. 2003/0143269 
of Oshlack. et ai. ("Oshlack.!"). The Examiner cites to Paragraphs [01 84], [0205] and £0206] 
of Oshlack I as disclosing adsorbing an adverse agent onto an adsorbent, such as sugar 
spheres or macrocrystalline cellulose. As amended, independent claim 40 recites a waier- 

i ibie act I adsori < 1 hi hi > mrl rea great* ) 1 'The 

phen ! t U e \vi shlaek are water-so ibie Further, there is no disclosure in 
Oshlack i that the sugar spheres are activated or have a. BET surface area greater than 100 
rn2/g, and applicant submits that one of skill in the art would have understood that the sugar 
spheres did not meet either such claim limitation. Regarding the cited macrocrystalline 
cellulose ofOshiackL applicant submits that there is no disclosure in Oshlack 1 to use a 
product having a BET surface area greater than 1.00 m2/g. Paragrap t tf.es that an 
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example of a suitable mierocrystailine cellulose is Avicel PH-10J . Submitted herewith as 
Appendix. 1 is a copy of Yu et ah, " \ Staining Technique for Evaluating the Fore Structure 
\ arkttions of Macrocrystalline Powders c Powder fechnologj 98; .135-1 38 i 1998) fable 3 
on page 138 of Yu sets forth the surface area of Avicel FH-10L PH- 102 and PH-KB 
powders. Using a different measuring method, Yu reports the surface area as 130 m2/g ? 1,26 
ro2/g and 1.36 ml/g, respectively. While applicant was unable to find a reported BET 
sut i in th % el products, a !i i submits t \ t pj 1 ipplicanrs position 
that the SET surface area of the Avicel macrocrystalline cellulose of Oshlackl does not meet 
the BET surface area req uiremeui of the presently amended claims. For at least these 
reasons, it is submitted that OshSaekl does not anticipate any of the present claims. 
Claim Rejections Under 3S U .S.C §1 03(a) 

The Examiner has rejected claims 40-51 and 54-56 under 35 U.S.C. § 103(a) as being 
unpatentable over Oshlackl in view of VS. Patent Application Publication No. 
2003/0229.1 IS ("Oshlack2")or U.S. Patent; No. 5 } 846c9?L The Examiner -states that 
"Oshlackl does not specifically teach an Example using naltrexone adsorbed onto 
microerystalhne cellulose" (Final Office Action page St The lot cites to Oshjaek? as 
teaching adsorbing naltrexone onto Vvieel PH- 102 in Paragraphs [008 'j throe; h {0095% Send' 
cites to S ngekat teach dy used hea > sphere vcic sugar or 

microcrystal.li.ne cellulose in column 4, lines 7-32, Applicant traverses this rejection. 

As discussed above, applicant submits doe Oshlackl also does not meet the ehd.ni 

U M s ' i v . I 1 A J ,0 , > t slit v. KJ < iC 

than KKTn g Os aek2 cites Avice ! ! s an example of a suitable crocrystai 
eelluh^e h ^ „ si \OeclPlhld: '><v. s v> earned n> a 

d I o i x \ \ - N „ <^ hat ont <il k* art wo 

not have understood Oshk$ck2 to disclose an activated adsorbent having a BET surface area 
greater than 100 m2/g. Regarding Sangekac die head materials dt^ioscd include a number 
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of sugars, an , and celluloses such as microcr tallin< :ellulose. The 

exaroo'c - b) »ncrocr>^fca1iiae cellulose gim is Celpheie I VIC Corp. 

i > t , < i «. i >> < " ' n rtising the 

sale o1 ( ciphers btaos 

- - t^uu --atts u.aitht err 

surface area is "> 0.100 m2/g". Applicant submits that none of the bead materials disclosed 
in Sangekar meet the current claim limitation of a water-insoluble activated adsorbent having 
a BET surface area greater than 1 00 m2/g. 

The present claims recite an oral dosage form comprising an active agent, and an 
adverse agent adsorbed onto a water-insoluble activated adsorbent having a BET surface area 
greater than 100 m.2.% wherein at least a majority of the adverse agent is adsorbed onto the 
adsorbent. None of the cited references, whether token alone or in my combination, 
discloses a dosage form which meets the present claim limitations. Withdrawal of the claim 
rejections under 35 U.S.C. § 103(a) is therefore respectfully requested. 
Summary 

It is .respectfully submitted that claims 40-48, 50-56 and 72-78 are in condition for 
allowance, early notification of which is respectfully requested. 

Respectfully submitted, 

Date: February 17, 2011 f&W& JLJ 31,636 

/ /ames G. ><jtrke> (Keg. No ' 

Virtual I&w 'Partners Luf/ 
1979 Marcus Avenue, Suite 210 
Lake Success, New York 1 1042 
(516) 874-4250 
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